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Document Processing Center (TS-790)

Attn: Section 8(e) Coordinator (CAP Agreement)
Office of Toxic Substances

US Environmental Protection Agency

401 M Street, SW

Washington, DC 20460

RE: Report Submitted Pursuant to the TSCA Section 8(e) Compliance Audit Program
CAP ID NO.: 8ECAP - 0004
RP CAP REPORT NO.: BPS-408

Dear Sir/Madam:

On behalf of Rhéne-Poulenc Inc. (RPI, CN 5266, Princeton, NJ 08543-5266) and its
subsidiaries, the attached report is being submitted to the Environmental Protection Agency
(EPA) pursuant to the Toxic Substances Control Act (TSCA) Section 8(e) Compliance Audit
Program (CAP Agreement) executed by RPI and EPA.

This letter provides information on the following chemical substance:

Product Name:
CAS Registry No.: Unknown

This report is being listed under the CAP pursuant to Unit 1.B.l.c. of the CAP agreement and
thus, no copies of the report are enclosed. The information was submitted previously to EPA
under TSCA Section 8(e) by on November 28, 1983 (EPA Document
Control Number 8EHQ-1283-0500 S). The title of the subject reports are:

Mutagenicity Evaluation of C-568 in the Ames Salmonella/Microsome Plate Test
Mutagenicity Evaluation of C-568 in the Induced Mitotic Crossing Over, Reverse
Mutation and Gene Conversion Assay in Saccharomyces Cerevisiae Strain D7
Mutagenicity Evaluation of C-568 in the Mouse Lymphoma Forward Mutation Assay
Mutagenicity Evaluation of C-568 in an In Vitro Sister Chromatid Exchange Assay in
Chinese Hamster Ovary (CHO) Cells JUUSIN
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The following is a summary of the adverse effects in this study:

The test material was positive in all assays. In the Ames Assay, an increase in
revertants was observed in bacterial strains TA-1535 and TA-98 with and without
metabolic activiation. The test material also caused an increase in mitotic
recombinants in the saccharomyces cerevisiae assay. In the mouse lymphoma assay,
an increase in mutant frequences was observed with and without metabolic activation.
Significant increases in sister chromatid exchanges were seen in the CHO assay with
and without metabolic activation.

RPI claims the specific chemical identity and the predecessor company's name as confidential
business information. The chemical may be nonconfidentially identified as a "substituted
polyglycidyl benzenamine”.

RPI is submitting six copies of this cover letter. Three copies are stamped "Confidential

Business Information" and have all confidential information underlined. The other three copies
are stamped "Public Notice" and have all confidential information deleted.

SUBSTANTIATION OF CONFIDENTIALITY CLAIMS.

1. RPI asserts these claims on its own behalf and on behalf of its predecessors.

2. It is the intent that the specific chemical identity of this material and the linkage to RPI's
predecessors be maintained as confidential on a permanent basis. This information is specific to
the basics of our technology and to the science of specific chemical technology that is key to our
business. The internal security procedures for guarding trade secret information from
disclosure will be maintained on a permanent basis.

3. The information claimed as confidential has not been disclosed to the EPA or to any other
governmental agency.

4. We have internal security systems in place to safeguard our proprietary information.
Internal correspondence is kept secure, and access to our facilities is controlled at all times.
Detailed information on the chemical structures of our products and research chemicals is
restricted to only those technical and regulatory personnel who need this knowiedge to carry out
their employment duties. Employees who have this information are told of its confidentiality
proprietary nature and of the need to protect against its disclosure. These security measures
will continue in the future.

5. No one outside the company or its predecessor companies has access to the confidential
information cited in this claim.

6. The information claimed as confidential has not appeared in any advertising or promotional
materials, material safety data sheets or similar materials, professional or trade publications,
or any other publicly available publications.

7. The EPA, other federal agencies, or court have not made any confidentiality determination
regarding the information associated with this chemical substance.

8. Disclosure of this confidential information would allow a competitor to immediately
determine the chemical identity. This would cause a premature loss of our business to the
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competitor. Should this happen, incentives to develop new products would be stifled and would
reduce the competitive strength of cur own and our customers' industries.

9. This substance has not been patented in the USA or elsewhere and there is not a patent
pending.

10. This substance was an R&D substance and may be sold commercially at some point.

11. A competitor could analyze the chemical, but would have to obtain a sample. This would be
difficult in view of the measures taken to restrict availability to only those directly involved in
its R&D, manufacture and use. Analysis of the chemical may be possible using modern
analytical techniques at considerable expense.

12. The disclosure of the information we claim as CBI could lead to the identification of
confidential processes used to synthesize and manufacture the substance.

13. The CAS Registry Number for this product is unknown at this time.
14, This substance is not subject to any FIFRA regulation or reporting.
Further questions regarding this submission may be directed to Dr. Glenn S. Simon, Director of

Toxicology, at 919-549-2222 (Rhéne-Poulenc, P. O. Box 12014, 2 T. W. Alexander Drive,
Research Triangle Park, NC 27709).

IR I

Charles E. Moyer, Jr., Ph.D.
Director, Product Safety
(609) 860-3589

Sincerely,
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Charles E. Moyer, Jr., Ph.D.

Director, Product Safety OFFICE OF
Rhéne-Poulenc Inc. : PREVENTION, PESTICIDES AND
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EPA acknowledges the receipt of information submitted by
rrganization under Section 8(e¢) of the Toxic Substances

t {1 Act /(TScA). For your r«fe@ance, copies af ' the first ;
page :) of your submission(s) aie snclosed and display the TSCA
§8(e) Document Control Number (e g., SEHQ-OO—OOOO) assigned by

EPA to your submission(s) se he 3 gned numbe

to'thoArovorso sido of thisApaqemfor "BPL Intornation R-quests" .

All TSCA 8(e) submissions are placed in the public files
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received
pursuant to the TSCA §8(e) Compliance Audit Program (CAP) should

already contain information supporting confidentiality claims.

This information is required ‘and should be submitted if not done
so previously. To substantiate claims, submit responses to the
questions in the enclosure "Support Information for Confiden-
tiality Claims". This same enclosure is used to support
confidentiality claims for non-CAP submissions.

Please address any further correspondence with the Agency
related to this TSCA 8(e) submission to:

Document Processing Center (7407)

Attn: TSCA Section 8(e) Coordinator
Office of Pollution Prevention and Tox1cs
U.S. Environmental Protection Agency
Washington, D.C. 20460-0001

EPA looks forward to continued cooperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemlcals to health and the environment.

Slncerely,

/,2 A ,gztw
Enclosure gi:k AﬁelgsggyBganch
| 2274A

(XY, Recycled/Recyclable
% Printad with Soy/Canola ink on paper that
contains at least 50% recycied fiber
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Submission number: / Z Z? TSCA Inventory: Y N o

Study type (circle appropriate):
Group 1 - Dick Clements (1 copy total)
ECO AQUATO
Group 2 - Ernie Falke (1 copy total)
ATOX SBTOX SEN w/NEUR
Group 3 - Elizabeth Margosches (1 copy each)
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CECATS\TRIAGE TRACKING DBASE ENTRY FORM

CECATS DATA:
submission # 8EHQ. 19092~ 2794 3 ska. A INFORMATION REQUESTED: FLWP DATE: ) ONS.
0501 NO INFO REQUESTED 0O ACTION I PORTY D
'n{psurr FLWP 0502 INFO REQUESTED (TECH) STUDIES PLANNEDAINDI RWAY
O : 0503 INFO REQUESTED (VOL ACTIONS) 0403 NOTIFICATION O W( MR ROV Ny
SUBMITTER NAME: Qhont - YO. - 0504 INFO REQUESTED (REPORTING RATIONALF) 0404 LAREIMSDS (HANGES
: DISPOSITION: 0405 PROCESSHANDLING CHANGES
<. : (063 REFER TO CHEMICAL SCREENING 0406 APP/USE DISCONTINUED
(0678)CAP NOTICE 0407 PRODUCTION DISCONTINUED
0408 CONFIDENTIAL
SUB. DATE: 1o] 21 [%a osoate___10[21[3D CSRAD DATE: Oall(o!‘:\5
CHEMICAL NAME: 7 CAS# . ,
C -568 ConTident
. ‘ ) 1)

Benzrm ot , Substdoted quq_;u.s‘\d_sz_( g DU - 138D 050
INFORMATION TYPE: L EC INFORMATION TYPE: PFC NFO (4] : _ PFC
0201  ONCO (HUMAN) 01 02 04 0216 - EPICLIN 01 0204 0241  IMMUNO (ANIMAL) 01 02 04
0202  ONCO (ANIMAL) 01 02 04 0217  HUMAN EXPOS (PROD CONTAM) 01 0204 042  IMMUNO (HUMAN) 01 02 04
0203  CELL TRANS (IN VITRO) 01 0204 0218  HUMAN EXPOS (ACCIDENTAL). 01 204 0243  CHEM/PHYS PROP 01 02 04

# MUTA (IN VITRO) - o(%ld 0219  HUMAN EXPOS (MONITORING) 01 0204 0244  CLASTO (IN VITRO) 01 02 04
020 MUTA (IN VIVO) 010204 0220 ECO/AQUA TOX 01 0204 0245  CLASTO (ANIMAL) 01 02 04
0206  REPRO/{ERATO (HUMAN) 01 0204 0221  ENV. OCCC/RELFATE 01 0204 0246  CLASTO (HUMAN) 01 02 04
0207  REPRO/TERATO (ANIMAL) 01 0204 0222  EMER INCI OF ENV CONTAM 01 0204 0247  DNA DAMREPAIR 01 02 04
0208  NEURO (HUMAN) 01 0204 @ RESPONSE REQEST DELAY 01 0204 048  PRODMSE/PROC 01 02 04
0209  NEURO (ANIMAL) 01 0204 ' PROD/COMP/CHEM ID 01 0206%) 0251  MSDS 0102 04
0210 ACUTE, TOX. (HUMAN) 010204 0225 REPORTING RATIONALE 010204 0299 OTHER 010204
0211  CHR. TOX. (HUMAN) 010204 ‘0226  CONFIDENTIAL 01 0204
0212  ACUTE TOX. (ANIMAL) 01 02 04 0227  ALLERG (HUMAN) 010204
0213  SUB ACUTE TOX (ANIMAL) 01 0204 0228  ALLERG (ANIMAL) 010204
0214  SUB CHRONIC TOX (ANIMAL) 010204 0239  METABPHARMACO (ANIMAL) 010204
0215  CHRONIC TOX (ANIMAL) 010204 0240  METABPHARMACO (HUMAN) 01 0204

NON-CBI INVENTORY  ONGOING REVIEW SPECIES - m;cowqw USE: PRODUCTION:
YES _ YES (DROP/REFER) Y Vitro Low

CAS SR NO NO (CONTINUE)
REFFR HIGH

teaeld Rovg - 1a%3 - 0592 >



4) 8EHQ-92-12274: Rank - medium.

Chemical: substituted polyglycidyl benzeneamine (C-568: CAS#
unknown) .

Letter from Rhone-Poulenc Inc., Cranbury NJ, dated October 29,
1992: Positive for gene mutations in the Salmonella/Ames
assay in strains TA98 and TAl1535 both without and with
metabolic activation.

Positive for gene mutations in Saccharomyces cerevisiae strain
D7.

Positive for gene mutations in L5178Y TK'" mouse lymphoma gene
mutation assay in vitro both without and with metabolic
activation.

Positive for DNA effects (mitotic crossing over and
recombination) in Saccharomyces cerevisiae in strain D7.

Positive for DNA effects (sister chromatid exchanges: SCEs) in
Chinese hamster ovary (CHO) cells in vitro both without and
with metabolic activation.



